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DETAILED ACTION 

1. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Response to Arguments 

2. Claims 6, and 80-84 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention, for the reasons of record in the rejection of claims 4-5, 
7-12, 17-20, 39, 44-47 and 77-79 under 35 USC 1 12, first paragraph, as set forth in the Official 
Action mailed 10-09-01. 

Applicant's arguments filed 2-12-2002 have been fully considered but they are not 
persuasive. Applicants traverse the instant rejection on the grounds that because the claims as 
amended recite functional language, e g, "wherein said polynucleotide is over-expressed in 
breast tissue as compared to normal tissue/ 1 Applicants have provided sufficient descriptive 
information to demonstrate that Applicants were in possession of the claimed invention as per 
the guidelines for "Written Description" (Federal Register: January 5, 2001, Vol. 66, No. 4, pgs. 
1099-1 111). However, contrary to Applicant's assertions, Applicant's amendments to the claims 
do not find adequate support in the specification as filed. For example, Applicants have 
amended claim 6 to recite "[a]n isolated polynucleotide comprising at least the coding region of 
a sequence recited in SEQ ID NO:474 " There is no clear support for this amendment to the 
claim, nor has Applicant indicated where support for this amendment can be found in the 
specification. Secondly, Applicant's specification does not teach that the nucleotide sequence 
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according to SEQ ID NO: 474 is over-expressed in breast tissue as compared to normal tissue, as 
recited in claim 80. The specification as filed provides several examples wherein 
polynucleotides were over-expressed in breast tissue as compared to normal tissue, however the 
polynucleotide according to SEQ ID NO: 474 was not so described According to the 
specification as filed (page 12 f 3 rd para.) the B726P cDNA clone (the partial sequence provided 
in SEQ ID NO: 71) is over expressed in breast tumor tissue as determined by breast cDNA 
subtraction libraries. The sequence according to SEQ ID NO: 474 was not isolated in this 
manner, this sequence was found in subsequence studies to identify the full length clone of 
B726P (SEQ ID NO: 71). The B726P clone was used as a probe to screen a directional cDNA 
library and a random-primed cDNA library made using DNA isolated from breast tumors. 
Eighty-five clones were identified, of which three were found to contain a significant open 
reading frame. After more subsequent studies (the specification does not indicate how the 
subsequent studies were performed) an additional splice form of B726P was isolated, the 
determined cDNA sequence of this alternative splice form is disclosed as SEQ ID NO: 474 (page 
122, 2 nd para.). However, the specification does not indicate that this alternative splice form of 
the B726P clone is actually over expressed in breast tumor tissue. Therefore, the specification as 
filed does not provide adequate support for Applicant's amendment to the instant claims. Thus, 
the functionality added to the instant claims is not sufficient to obviate the instant rejection for 
lack of written description. 

As stated in the prior Official Action, the scope of the instant claims includes numerous 
structural variants, and the genus is highly variant because a significant number of structural 
differences between the genus members are permitted, and neither the specification or the claims 
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provide any guidance as to what specific changes should be made. The general knowledge and 
level of skill in the art do not supplement the omitted description because specific, not general, 
guidance is required. Since the disclosure fails to describe the common attributes or 
characteristics that identify the members of the claimed genus of polynucleotides, and because 
the genus is highly variant, the disclosed sequence of SEQ ID NO: 474, alone is not sufficient to 
describe claimed genus. 

Conclusion 

3. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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4. 



Any inquiry concerning this communication or earlier communications from the 



examiner should be directed to Janet L Epps whose telephone number is 703-308-8883. The 
examiner can normally be reached on M-T, Thurs-Friday 8:30AM to 6:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John LeGuyader can be reached on (703)-308-0447. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-305-3014 for regular 
communications and 703-746-5143 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 
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Examiner 
Art Unit 1635 
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